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APPROVAZIONE E RILASCIO DEL LOTTO
BATCH APPROVAL AND RELEASE

Ceprudikar Ta BUnNVCeK cepii

Name of PRODUCT: MEEDZO®, 4 drops 60 mg/ml
Haszea npenapary: MIJI30®, KPAIIi JJ1s epopaibHoro 3acrocyBaHHst 60 Mr/ma

COUNTRY OF ORIGIN: Italy
Kpaina-Bupotuuk: Itaria

PEGISTRATION CERTIFICATE: # UA/| 8507/01/01 of 22.12.2020 is valid until 22.12.2025
Peecrpauniiine nocsiguenns: Ne UA/18507/01/01 Bix 22.12.2020 nificHe 1o 22.12.2025

ACTIVE SUBSTANCE: 1 ml of drops contains 60 mg of cyanamide
Mivoua pevoBana: 1 Mt Kparens MicTUTE AKTHBHOT PEYOBHHT TiaHaMiny 60 Mr

DOSAGE FORM: oral drops
Jikapcebka dopma: Kpanji Ans repopansHoro 34CTOCYBAHHS

BATCH No.: 232601 REPORT DATE: 26/10/2023
Homep cepii: Hata 3Bity:

Certificate of Analysis Ne 066615

MFG. DATE: 10/2023 Ceprudikar ananisy

Harta BupoGunurea:

EXP. DATE : 10/2025 Total Unit Released: 6 451 pkeg.
Tepmin npugaTrocti: Posmip ceprudiropanoi na pTii:

PACK: 15 ml in a dropper bottle, 4 bottles in a cardboard pack
Posmip ta tin nakysanns: no 15 mn Y (nakoni 3 kpanensuuueto, no 4 prakoHu y nauui 3 KapTOHy

CERTIFICATE OF GMP COMPLIANCE: 310/2021/C-723 is valid till 23.11 .2023
Ceprudirar BiamoBiagnocTi BUMoram GMP: 310/2021/C-723 CTPOK TiT 10 23.11.2023

Name of manufacturing sites: SPECIAL PRODUCTS LINE S.P.A.

Halimenysanns Bupo6umaux Aimeammes: CTTELTAJ] NPOJIAKTC JIAMH C.T1.A.

Manufacturing sites address: Via Fratta Rotonda Vado Largo, 1 03012 Anagni (FR), Ital

AJpeca micust npoBaKenus AistibHoceTi: Bia Oparra Poronzna Bazo Jlapro, | 03012 Ananwi (Mposinuis
Dpozinone) Iranig

Manufacturing authorizations for medicinal products:
Jinenuii #a upoGumTEO JTKAPCLKHX 32c06iB
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MEEDZO®, 4 drops 60 mg/ml batch # 232601
MII30®, kparii Ajis NepopaTbHOro 3acTOCYBaHHA 60 mr/ma, cepis 232601

Results of analysis
Pe3ynbTaTH NPOBEIEHIs aladisy

p.2-3

N Test/Assay Specification limits Results
HasBa noKa3HHKA JonycTHMi HOpMI PesyapTaTH
1. | Appearance, Colourless, transparent solution with a faint acetic acid odour | Complies
color,odour TTpozopuii He3baprHuil po3unH 3i cnaBKUM 3aTax0oM OLTOBOY Biarosigac BUMOraM
Onuce KUCIOTH
2. | Identification
InenTikamis
Cyanamide Precipitation test. Qualitative reaction with silver sodium Complies
[ liamamizg solution. Bignogizae BUMOram
SxicHa peakis 2 cpibma HITPaTOM — KOBTHH 0caj
Sorbic acid Complies
CopfinoBa KHCIOTA TLC. The spot on the chromatogram of the preparation according to Bignosigae BUMOTaM
the value of Rf, the magnitude and intensity of absorption should
cotrespond to the spot of sorbic acid in the chromatogram of the
standard solution.
TIIX — IsMa HA XpoMaTorpaMi Tipernapary Mac BiamosigaTH
AAAMi HA XpOMATOrpaMi CTAaHIAPTHOTO po3uliy 34 KOTBOPOM
((pioneToBHit), pO3MIpOM, inrencuerocTi i 30adeHHsM R
3. | Insoluble pgrticles KbEBE Cgmplif:s
Hepo3unHHi 4aCTKH . ; Bianoeinae BuMoram
BiacyTHi
4. | pH Release rate Shelf life rate 43
Hopma BUNYCKY Hopwma Tepminy 36epiranas
42-44 3.8—5.5
5. Volume Not less than 15 ml 15,3
Houinarornii 06°em | He menue 15 mi
6. | Dose and dose The deviation of the mass of each dose should not be more Complies
uniformity than 10% of the average mass of 10 doses. The total weight Binnosinae BUMOTaM
Jloza Ta of 10 doses not differ by more than 13 % from the nominal
OJIHOPIAHICTL AO3H mass of 10 doses.
BiaxunenHs MacH KOKHOT A03H HE TIOBUHHO GyTu Oinpite
10% Bijl cepeaHbol MacH 10 no3. 3aranbHa Maca 10 mo3 He
[OBWHHA BIAXHAATHCS OIIBII wisk Ha 15% BiJ HOMIHAIBLHOT
macy 10 103.
7. Homogeneity of the | Not more than 2 of 20 individual masses deviate from the Complies
mass of the contents | average mass by more than 10 %, and none deviates by more | Bifnosizac BuMoram
of the vial than 20 %
Onnopinnicts Macy | Maca BMicTy 2 aKoHiB MOYKe BIANHIATHCSA Bifl cepeanboi
BMicTy (QNaKoHy wacy 20 dnakonis GibII HiX Ha ()%, *OAHA 3 HUX He MOXKeE
nepepuiyBaTi 20%
8. | Density at 20 °C 1,006 — 1,008 1,007
s g/ml
1LiapHICTD ki
5. Degradation products Release rate Shelf life rate
Jiomimmku Hopma BUNTYCKY Hopaa TepMiny 30epirasms
- Dicyandiamide: 0.7 % - Dicyandiamide: <2 %
- Minjanaiamin ne Ginnuwe - Higianpiamin ne Binple
| 0,7 % 2% Spgainl B
i Quale
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MEEDZO®, 4 drops 60 mg/ml batch # 232601
MIJI30®, xparni ans IICPOPANBLHOrO 3aCTOCYBaHHs 60 Mr/mi, cepist 232601

- Urea: <2.5% -Urea: <15 %
- CetoBuna ve Ginviue 2,5% | - CeuoBnea He Ginbime 15%
10 | Purity
MikpoGionoriasa
YHCTOTA
TAMC <102 <1
3aransie unucno UFC/m]
aepobamx
MiKpoopranismis KYO/n
TYMC <102 <]
3aramene yieno UFC/ml
rpudie K¥YO/mn
Escherichia coli Absent / BincyThi Absent / Bincyrwi
IT | Assay
Kinexicue
BH3HAYEHHA
60,0 (-5%; +1 1,6%)
Cyanamide 57,0 - 67,0 mg/ml mMr/mn 67,0
Hianamip
Sorbic acid 0,20 £10% 0.21
L CopGinopa kucnora 0,18-0,22 mg/ml Mr/vm

The Product MEEDZO®, 4 drops 60 mg/ml meets the specification requirements and hence is of Standard quality.

Ipenapar signosinae crnenHdikanisam as MIJ30®, kpanai aas NEPOPANLHOTO 3acTOCYBAHHSI, 60 Mr/sa, no 15

MY haaKkoHi 3 KpaneaLuuuero, no 4 gaaxonn Y mauui 3 kapromy i TOMY M€ CTaHAAPTHY AKICTE.

Ihereby certify then that the above information s true and correct. This series of products was produced (including
packaging and labeling) and conducted quality control at the above site in full compliance with the rules of
production and quality control of drugs, and in accordance with the specification that is in the Ukrainian registration
dossier. Results of analyzes and reviewed and determined compliance with the rules of production and quality
control of drugs.

3aasa npo ceprudikamiro; Iim MATBEP/DKYEMO, 1110 Hanana BHllle iH(opMaLis e JOCTOBIPHOIO | TOUYHOIO. Lla
cepia npoaykuii Gyna BHpoOIeHa (BKIOYaroyy YNakoBKy i mapkysanus) i NPOBENCHO KOHTPONL 11 sKOCTI Ha
BUUICBKA3aHI NiMbRALI y moBHil BiMOBiaHOCTI 3 npaBuiaMy BUPOOHUITEA | KOHTPOIMO AKOCTI NiKkapehkux
3acoliB, a Takmx Y BIIMOBITHOCT] 3i crieruikauicro, o e B Peecrpauiﬁﬂomy Hocke YipaiHu. Mporokonu
BUPOOHMITBA | NpoBeneHHs AHAM3IB PO3rNARYT] i BCTAHOBJICHO BIMOBiAHiCTD paBiiaM BUPOOHHUTRA |
KOHTPOJIIO AKOCTI JIKAPCHKIX 3ac06is.

Date: 26/10/2023 Qualified Person
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